Branch No. 1 of Blophysics Institute
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Assurance of Compliance with Department of Energy Reguiations for Protection of
Hurman Research Subjects

[

Branch No. 1 of Biophysics Institute (FiE3-1), hereinafter known as the nriﬂuhmnl hareby
gives assurance that it will comply with the Department of Energy (DOE) reg mmva1vw
the protection of hurman research subjects (10 CFR 745) andlwn-F‘u‘ﬁum»$nudvrah«nnl1wv
on Public Health Protection July, 22, 33 (Law RF - 93) as specified beiow

PART 1

and Institutional Policies Governingg Research  Tnvolving  Human

Ethical  Principles
Subjects

i. Applicability

Except for research exenpted or waved under the DOE regulations 10 CHR 745 anad | aw
iR 3, Part 1 of this Assurance applies to ail earch jirvobang human subjects, and all
other activities which nwwwmrmwwtnmmW@:mmhwmm@mwm,wawﬂml of whether the
research is otherwise subject to f regulation, if:
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A the researchis sponsored by this institution, or

3 of this

8 the research is conducted by or under the direction of any ermrployee or ;
institution in - connection with  institutional responsibilities, or

G the research is conducted by or under the direction of any employee of  agent of
this institution using any property or facility of this institution, or

D. the research involves the use of this institution's nonpublic inforrmation to identify or
contact human research subjects or prospective subjects.
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subjects as set forth in the report of the National Conrmission for the Protection of Human
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and welfare of human
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for profecting the rights
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VAN This institutions acknowledges that it and its investigators bear fuli responsioility for
the porformance of all research covered by this Assurance, including full responsibiiity for
complying  with  Federal,  state, and  local  laws  as they may relate to such

search

23 This institution assures that before human subjects are involved inre
cmmgwmﬂﬂwWwwm he given to

risks to the subjects
anticipated benefits to the subjects and others,
importance of the knowledge that may reasonably be

zarch, proper

wted to

resuit,
(4)the informed col o prod (o be employed,
(5)the provisions to protect the privacy of subjects,
{Githe additional safeguard for wvulnerable populations

and

¢ This institution recognizes |
vohing subjects who are likely thu«\mﬂnwudwme (O COerc
children, prisoners, pregnant women, mentally disabled T
ecducationally disadvantaged persons

pOUArds In researn
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ciinical care staff, hurman subjects, and alt other relevart parties o
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15 ansg of rraintainnyg a
tarding the safequarding of the rights and welfare of the
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annually to assure that its practices and procedures designed for the protection of the
rights and welfare of buman subjects are being effectively applied.

PART 2

IRE, Institution, and Investigator Compliance with 10 CFR 45 and Law RF - 93



I Applicability

Part 2 of this Assurance applies (o the following research projects which are cte
sponsored by this institution and supported by the Departrment of Energy.

Project Title: Feasibility Assessment of Biodesimetry and Molecular  Epidemicioggy
Studies Among Mayak PA Workers

DOE Projact No: 03-98EHI3030

Co-Principal Investigators: Nadezhda D Okladnikova, Branch MNo 1 of Biophysics
fnatitute

Williarm L Bigbee, Richard . Day, Universityof Pittsburgh

I Institutional Responsibilities

A This institution has complied and will continue to comply with the requirements of 10
CFR 745 and Law RF - 93 as specified below

s the Instituticnal
sponsible for the

[ In accordance with the compositional and quorum requirerment
Review Board (IRB) designated in Part 2 and in the attached roster is re
inttial and continuing review of these projects.

[ This institution has provided and will continue to provide bothrreeting space for the
IRE and  sufficient  staff to support the IREB's review and  record keep

uties

0 in addition to the reMew and approvai of the IRB, this institution has reviewed and
sponsors the projects referenced above

-----

i IR Heview

A The IRE shall review, and hawve the authority to approve, recuire modification in, or
disapprove this research activity or proposed changes in it before hurman subjects may he
imvolved

B Theconvened |RBeviewedand approved the above project .
. The IRB deterrmined, in accordance with the criteria found at 10 CFR 745 and Law
RF-93 that protections for human research subjects are adequate .

e with 10 CFR 745 and Law RF-93 for (1) non-cormpliance with 10
CFR 745 and Law RF-83, and this Assurance document o the TRE'S requirerments, and

{2) for elimination of unexpected serious harm (0 subjects
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N Research Investigator Reporting Responsibilities
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AP Rr AP irey
- SPACE BELOW FOR DOE -

Al parts of this Assurance are in compliance with the recuirements of Part 748, Title 10
CFR of the Code of Federal Reguiations.

ROE Appreving Official
)
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N, Susan L. Rose, U.S. Department of Energy
Aclross: SC-72/Room G-143, 19901 Germantown Road, Germantown, MD 20874-1290
Taelephone;  (301) 903-4731
AN (301) 903-8521

ASBURANCE NUMBERS-__ EH-699B1G
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e forrmmmmem e / TN Sy G
Signature Lot ! Date:__ '/ 1/
Name: Eleanor Melamed, U.S. Department of Energy
Address: EH-64/270CC, 19901 Germantown Road, Germantown, MDD 20874-1290

Telephone:  (301) 903-8044
FAX: (301) 903-1413



